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REMARKS/ARGUMENTS 

Claims 15 to 18 and claims 52 to 62 remain in this application. 

The Examiner has rejected claim 15 under 35 U.S.C. 102(b) as being anticipated 
by Ali (DE 196 47 100). The Examiner has also rejected claims 15 to 18 and 52 to 62 
under 35 U.S.C. 103(a) as being unpatentable over Ali (DE 196 47 100) m view of 
Weiner et al (WO 86/0014; IDS citation Ml), SaNogueira Jr. et al. (US 6,001,377), 
Murad (5,804,168) and Cohen et al. (U.S. 5,875,736) and further in view of Raab (IDS 
citation NIO). 

The Applicant respectfully submits that claims 15 to 18 and 52 to 62 are 
patentable over the prior art noted above as cited by the Examiner. Ali, Weiner et al and 
SaNogueira et al all teach topical compositions comprising urea, in which urea acts as a 
moisturizer. Ali teaches a moisturizing salve comprising urea, and a procedure for 
preparing the salve. Weiner et al teaches a topical urea composition for preventing skin 
damage due to ultraviolet radiation, in which urea acts as a neutralizer of damaging active 
chemical entities. SaNogueira Jr. et al teaches a topical composition for covering skin 
imperfections which comprises a skin conditioning component which is selected from a 
group of compounds including urea. In SaNogueira Jr et al, the skin conditioning 
component is "useful for lubricating the skin, increasing the smoothness and suppleness 
of the skin, preventing or relieving dryness of the skin, hydrating the skin, and/or 
protecting the skin". As taught by SaNogueira Jr. et al, urea is used as a skin moisturizer, 
similar to Ali. 

The final two references cited by the Examiner, Murad and Cohen, teach topical 
compositions comprising skin protectants including various combinations of anti- 
oxidants. The compositions claimed by Murad and Cohen do not include urea. The 
Applicant notes that the present application does not claim compositions for protecting 
the skin which comprise anti-oxidants alone. Moreover, Murad and Cohen do not teach a 
method for enhancing the penetration of anti-oxidants through the skin comprising 
application of a composition comprising urea. 

The Applicant respectfully submits that claims 15 to 18 and 52 to 62 are directed 
to methods of enhancing delivery of an anti-oxidant to the viable epidermis, the method 
comprising the step of applying to the skin surface a composition comprising urea at a 
given percentage by weight of the composition. The Applicant is aware of compositions 
in the prior art which comprise urea and one or more anti-oxidants including vitamin E, 
as disclosed in the references cited in the Examiner's report. However, it has not been 
previously disclosed or suggested that the use of urea in concentrations above 10% w/w 
enhances the penetration of an anti-oxidant, including vitamin E, through the stratum 
comeum to reach the viable epidermis. 

The top-most layer of the skin, the stratum comeum, consists of keratinized dead 
skin cells which are constantly being generated from the viable epidermis. The viable 
epidermis contains the actively dividing dermal cells. Persons skilled in the art will 
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.W^' ? ^ r '° ^"^^'^ necessary to deliver active 

mgredien s to the epidenms where they will be most effective. However the s^tZ 

" oZ to der^^'T Overcoming^s 

in order to deliver active ingredients such as anti-oxidants and nutrients to the viable 

SrTt " H '''''' "^'"^^ ^-J--' here^^^^r"h 

S,7«rt ^™ *f ""'"'^^ ^"''J^^ "'^"^^ °f P^^^^nt invention, nai^dy 

S l™ms dl'on"^^^^ ^i'^ ^"^^ ''"'^"^ ^^'^^ citation 

Urea is a component of the skin's natural moisturizing factor and acts as a 
rS'" ? Nl 0). However, fhe Appliclt noteslt 

by bmding water, this renders the outer layer of the skin, the stratZ cornel less 

?er^ti%rr'"'' '^^P'^'" ^^^^P^^^^^ ^"^^^ - None o?r^bove 

Terences teach or suggest that urea enhances the penetration of vitamin E through the 

stratum comeum to the lower levels of the skin. According to the above refer^ces urea 

would be seen to inhibit the penetration of hydrophobic compounds such i E 

K '"T"* ^^^^'^^^ N7) states in the introduction "several 

suidies have shown that urea can increase skin permeability by acting as ^ eScS^ 
accelerant for die penetration of a number of substances". However. Loddn^i sSS 
^aT^ T^:tffe.^T^ general belief that urea is an effective p"" 
Chancer. This effect of urea has been demonstrated for the penetration of water in 
shidies on dry .chthyotic skin where TEWL (transepidemial water loss) was fo^d to 
oftl!Tn 7 ""T'"' f"^ urea-containing moisturizers" (see colunm 2 pagTlM 

m «^th ^^i^lTu ^0"^ (composition C, D ml 

E) die authors concluded that topically applied urea leads to improved barrier fUnctir 
although where urea exerted its effect was not known (see page 106 of Loden) 

There thus appears to be no generally accepted teaching in the art as to the effect 
urea up to 10% concentration improves the barrier function of the skin. Therefore the 

compomd such ^ Vitamin E to Ihe viable epidemic. In particular, the refe«,ceT' Ued 

The Applicant has shown diat urea enhances the delivery of anti-oxidants 
mcludmg Vitamin E to the viable epidermis, as shown in the in vitro Zd n To ^^Te 
of skin samples, described on pages 18 to 20 of the disclosure. Vitamin E wrc^sei S 

When apphed alone. The HPLC analysis, on pages 19 to 20 of the disclosure, clearly 
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W,"^'" "-ta E tough .he sTa,™ _ ,„ ^ 

^ Claims 15 to 18 and 52 to 62 are not obvious in view of the cited prior 

pcT/m?o7rp?r/S«;&S"i%''^r7'''^ ^ 

International Bureau has oiovided fl^r^nwL V- T'"""" •» "''K^te that die 

Trademark Office (secTai^^pt^) '^' mtcmadonal apphcation to the U.S. Patent and 

Apphc^tre^uits^^^^dSt^sL^r ^,Sr"- 

The Applicant is of the view that no fee is reni.,rf.H tu^ 
requested to charge any other fee whirhm.rK '^equired. The Commissioner is 

this letter to Account No 02!2553. ^ '"^"^"^ ^"^^ 


Respectfully submitted, 
BLAKE, CA^ELS&^iRAYDON LLP 


lark D. Penner 
Reg. No. 48,092 
Tel.: (416) 863-4283 
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